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DETAILED ACTION 

Continued Examination Under 37 CFR 1. 1 14 

1. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
05/20/2010 has been entered. 

2. Claims 1 -1 6 are pending for examination. 

Claim Rejections - 35 USC § 1 12 

3. The following is a quotation of the fifth paragraph of 35 U.S.C. 112: 

A claim in multiple dependent form shall contain a reference, in the alternative only, to more than one 
claim previously set forth and then specify a further limitation of the subject matter claimed. A multiple 
dependent claim shall not serve as a basis for any other multiple dependent claim. A multiple 
dependent claim shall be construed to incorporate by reference all the limitations of the particular claim 
in relation to which it is being considered. 

4. Claims 13 and 16 are rejected under 35 U.S.C. 112, 5th paragraph, as being in 
improper multiple dependent form. 

5. Claim 13 recites the process of claim 7. However, claim 7 is a multiple 
dependent claims that recites dependency from claims 1 to 6. Claim 13 is objected to 
under 37 CFR 1.75(c) as being in improper form because a multiple dependent claim 
shall not serve as the basis for another multiple dependent claim. See MPEP 
§ 608.01 (n). 

6. Claim 16 recites the process of claim 15. However, claim 15 is a multiple 
dependent claims that recites dependency from claims 1-6. Claim 16 is objected to 
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under 37 CFR 1.75(c) as being in improper form because a multiple dependent claim 
shall not serve as the basis for another multiple dependent claim. See MPEP 
§ 608.01 (n). 

7. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

8. Claims 2-8 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

9. Claims 2-8 recite "[A] process according to claim 1 This phrase is vague and 
indefinite since it is unclear which process Applicants are referring to. Claim 1 recites 
only one process, the phrase "a process of claim 1," suggests that there are alternative 
processes set forth in claim 1 . In an effort to avoid confusion, Applicants should amend 
claims 2-8 to recite "[T]he process according to claim 1 ..." 

Response to Arguments 
Claim Rejections - 35 USC §102 

10. Claims 1-3, and 8-16 remain rejected under 35 U.S.C. 102(b) as being 
anticipated by Baksh et al. (WO02/086104A1 ; f numbers cited below are taken from the 
US patent application 20040137612). 

11. Applicant's arguments filed 06/21/2010 have been fully considered but they are 
not persuasive. Applicants traverse by citing the arguments set forth in the opinion 
declaration of Dr. Dolores Baksh. First, it is argued that the protocol set forth in the 
cited reference "would not have been conducted under non-static culture conditions." 
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(Pages 3-4 of the Baksh Declaration) Since the claims are limited to a method in which 
cells are cultured under non-static conditions, Applicants argued that the protocol set 
forth in the prior art does not anticipated the claims. 

12. According to the Baksh Declaration, the cited reference "directs the reader to 
grow the progenitor cells in non-static non-adherent culture in serum-containing medium 
and to differentiate the progenitor cells in static culture in a serum-deprived medium." 
The Declaration concludes that "[i]n neither case, does WO02/086104 teach combining 
serum-deprived medium and non-static culture for growing the progenitors." (Page3, 4th 
paragraph of the Baksh Declaration) 

13. Despite the above analysis of the cited reference. In response to applicant's 
argument that the references fail to show certain features of applicant's invention, it is 
noted that the features upon which applicant relies (i.e., that combining serum-deprived 
medium and non-static culture for growing the progenitors) are not recited in the 
rejected claim(s). Although the claims are interpreted in light of the specification, 
limitations from the specification are not read into the claims. See In re Van Geuns, 988 
F.2d 1 1 81 , 26 USPQ2d 1 057 (Fed. Cir. 1 993). 

14. The instant claims are drawn to a process for culturing a stem and/or progenitor 
cell population, the claims are not limited to a method for growing the progenitors as 
asserted by Applicants and as argued in the Declaration by Dr. Baksh. 

15. Moreover, in regards to Applicant's assertion that the cited reference does not 
recite a non-static method, the examiner again refers to H[0079] of Baksh et al., which 
recites: "[F]or differentiation into chondroblasts, the progenitors can be grown in serum- 
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free DMEM supplemented with TGF-.beta. in suspension culture, for about 14 days or 
more." 

16. According to the Declaration of Dr. Baksh, a person of ordinary skill in the art 
would interpret the term "suspension" as used in this context refers only to a non- 
adherent culture, and does not represent a non-static culture condition." This statement 
appears to be an opinion, since it is not supported by any specific facts regarding the 
disclosure of this reference. Contrary to Applicant's assertions, according to 
paragraphs [0094] through [0098] of Baksh et al., suspension cultures were stirred, i.e. 
non-static, and that static cultures were also run, however only as controls for the stirred 
suspension cultures. 

17. This passage clearly teaches the use of non-static conditions in a serum-free 
culture of progenitor cells, and therefore reads on claims 1-3, and 8-1 1 . 

18. Furthermore, according to the Declaration of Dr. Baksh, the examiner's 
interpretation of paragraph [0079] is incorrect because "[T]he stem and/or progenitor 
cells do not actually grow; they only differentiate." Again, as stated above, the instant 
claims are drawn to a process for culturina a stem and/or progenitor cell population, the 
claims are not limited to a method for growing the progenitors as asserted by Applicants 
and as argued in the Declaration by Dr. Baksh. However, even if the claims were 
limited to a method involving stem and/or progenitor "growth," the passage of 
paragraph [0079] clearly states " the progenitors can be grown in serum free DMEM. .." 
The examiner offers no interpretation of this statement. Applicants have not provided 
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any rationale why one of ordinary skill in the art would not understand this statement, or 
would interpret it to not mean exactly what it states. 

19. The Declaration under 37 CFR 1.132 filed 05/20/2010 is insufficient to overcome 
the rejection of claims 1-3, and 8-16 based upon Baksh et al. as set forth in the last 
Office action for the reasons set forth above. 

20. Regarding the population of cells recited in claims 9-10, specifically the CD45- 
/CD123 (IL3+) cells, see Figure 7, and paragraph [0059] of this reference. Figure 7 
clearly shows the expansion of CD45- progenitor cells in the presence of CD123 (IL3). 
Thus, the population represented by Figure 7 reads on the instant claims. 

Claim Rejections - 35 USC §102 

21. Claims 1-2, 7-8, 11, and 13-15 remain rejected under 35 U.S.C. 102(a) as being 
anticipated by Kallos et al. (2003). 

22. Applicant's arguments filed 05/20/2010 have been fully considered but they are 
not persuasive. Applicants traversed the instant rejection in the following manner: 
"[Wjithout acquiescing in the propriety of this rejection, Applicants point out that the 
rejection is moot in view of the amendment that incorporates the limitation of claim 3 
into claim 1. Reconsideration and withdrawal of the rejection is, therefore, respectfully 
requested." Contrary to Applicant's assertions, the examiner is unaware of any 
amendment to claim 1 which incorporates the limitations of claim 3, no such 
amendment has been made. The claims therefore remain rejection for the reasons of 
record. 
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23. Kallos et al. teach a method for the large scale culturing of neural stem cells 
(NSCs) by non-static, non-adherent suspension in serum-deprived nutrient medium. 
Kallos teaches the expansion of human and murine NSCs on a large scale in 
suspension bioreactors in a new serum-free media. (See abstract) Absent evidence to 
the contrary, the NSCs suspension disclosed in this reference would read on a 
pharmaceutical formulation. 

Claim Rejections - 35 USC §103 

24. Claims 1-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Baksh et al. WO 2002/0861 04 in view of Cancedda et al. (US 661 71 59). 

25. Applicants traversed the instant rejection on the grounds that the culturing 
conditions of Cancedda et al. included the use of anchorage dependent methods. 
Contrary to Applicant's assertions, Applicants have not provided any evidence that the 
medium for expanding mesenchymal cells, as disclosed by this reference is specifically 
limited only to anchorage dependent culturing conditions. 

26. The scope of the claims 4-6 issued in the Cancedda et al.US Patent clearly 
encompasses a method of "culturing", there are no limitations set forth in the issued 
claims which would limit the issued method to only anchorage dependent culturing 
conditions. Furthermore, the product claims drawn to a serum free culture medium, do 
not appear to be limited to only anchorage dependent methods. 

27. Contrary to Applicant's assertions, as stated in the prior Office Action, it would 
have been obvious to the ordinary skilled artisan to modify the teachings of Baksh et al. 
with the teachings of Cancedda et al. in the design of the instant invention. One of 
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ordinary skill in the art would have been motivated to make this modification since 
Baksh et al. clearly teach that the disclosed methods of culturing should be performed in 
the presence a medium that was suitable for culturing non-hematopoietic progenitor 
cells, including mesenchymal progenitor cells, and Cancedda et al. disclose a medium 
suitable for culturing of mesenchymal stem cells. See MPEP § 2144.06 [R-6], which 
teaches that it is prima facie obvious for the ordinary skilled artisan to substitute art 
recognized equivalents known for use in the same purpose. 
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28. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JANET L EPPS -SMITH whose telephone number is 
(571)272-0757. The examiner can normally be reached on M-F, 10:00 AM through 6:30 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on 571-272-0739. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Janet L. Epps-Smith/ 

Primary Examiner, Art Unit 1633 



